
A Partnership Including 
Professional Corporations 
600 Thirteenth Street, N.W. 
Washington, D.C. 20005-3096 
202-756-8000 
Facsimile 202-756-8087 
www.mwe.com 

MCDERMOTT, WILL & EMERY 

Robert B. Nicholas 
Attorney at Law 
rnicholas@mwe.com 
202-756-8170 

Boston 
Chicago 
London 
Los Angeles 
Miami 
Moscow 
New York 
Orange County 
Silicon Valley 
Vilnius 
Washington, D.C. 

June 6,2002 

VIA FEDERAL EXPRESS 

Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane (Room 1061) 
Rockville, Maryland 20852 

Re: In the Matter of Notice of Hearing: Proposal to Withdraw 
Approval of New Animal Drug Application for Enrofloxacin 
for Poultry (“Enrofloxacin Hearing) 
FDA Docket: OON-1571 

Dear Sir/Madam: 

Enclosed for filing please find an original and two copies of Respondent Bayer 
Corporation’s Extension of Time For Return of Copies and Originals of Exhibit Nos.G-341, G- 
682, G-837, G-872, G-916, and G-937. Please return a file-stamped copy in the enclosed self- 
addressed stamped envelope. 

Please call with any questions. 

Sincerely, 

RBN:jeh 
Enclosures 
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June 6,2002 

Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane (Room 106 1) 
Rockville, Maryland 20852 

IN THE MATTER OF NOTICE OF HEARXNG: 
PROPOSAL TO WITHDRAW APPROVAL OF NEW 
ANIMAL DRUG APPLICATION FOR ENROFLOXACIN 
FOR POULTRY (“ENROFLOXACIN HEARING”) 
DOCKET NUMBER OON-1571 

Re: Extension of Time For Return of Copies and Originals of Exhibit Nos.G-341, 
G-682, G-837, G-872, G-916, and G-937 

On May 20, 2002, CVM filed a Motion for Leave to Correct the Record. This 

motion sought to redact and/or withdraw various documents that contained confidential 

information that CVM had placed in the public docket in error. On June 4, 2002, 

Administrative Law Judge Davidson issued an Order requiring that “all Persons having 

copies of the original Exhibits Nos. G-341, G-682, G-837, G-872, G-916, and G-937 return 

the original and any copies of these documents to CVM’s counsel by June 7, 2002.” Order 

at 2. Bayer received copies of these documents on a CD-ROM and throughout the three 

months that Bayer has had possession of these documents, Bayer has distributed copies of 

the documents and copies of the CD-ROM to employees of the company both nationally 

and internationally. Because of the difficulty in retrieving these documents and CD-ROMs 
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within Judge Davidson’s ordered timeframe, Bayer has consulted with both CVM and 

Judge Davidson regarding a request for an extension of time. By agreement of the Parties 

and Judge Davidson this deadline has been extended until Monday, June 10,2002. 

Respectfully submitted, 

BAYER CORPORATION 

Robert B. eholas 
MCDERMOTT, WILL & EMERY 
600 13th Street, N.W. 
Washington, DC. 200053096 
(202) 756-8 170 
Counsel to Bayer Corporation 
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CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that an original and one copy of Bayer’s Extension of Time 
For Return of Copies and Originals of Exhibit Nos.G-341, G-682, G-837, G-872, G-916, 
and G-937 was hand delivered, this 6th day of June, 2002 to: 

Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane (Room 1061) 
Rockville, Maryland 20852 

I HEREBY CERTIFY that a copy of the Bayer’s Extension of Time For Return of 
Copies and Originals of Exhibit Nos.G-341, G-682, G-837, G-872, G-916, and G-937 was 
sent by email and first class mail, postage prepaid, this 6th day of June, 2002 to: 

Nadine R. Steinberg, Esq. 
Center for Veterinary Medicine 
U.S. Food and Drug Administration 
5600 Fishers Lane 
Room 6-57 
Rockville, MD 20875 

Kent D. McClure, Esq. 
Animal Health Institute 
1325 G Street, NW Suite 700 
Washington, DC 20005 
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